teva

CepTtudukart coorseTCcTBUA

Certificate of Compliance

Authorization Number/PerucTpaunoHHbin Ne GMP Certificate Number/Ne ceptudnkara GMP

138/0018/15 IWSC.405.13.2021.AJE.1, WTC/0018_01_01/55
IWSF.405.50.2020.KK.1, WTC/0018_01_03/108
IWSC.405.13.2021.AJE.2, WTC/0018_01_02/56

Ceptudmkar Ne: 80216149

Certificate No:

MpoaykT: duHnencuH petapd TabneTku

Product: MPOnNOHIMPOBaHHOro aencTauns, 400 mr x 50

T
FINLEPSIN TV 400MG ERT 50 RU

MmnopTupyiowlasa cTpaHa: Poccus
Importing country: Russian Fed.
PervcrpaunoHHoe M N015417/01
yAOCTOBEpPEHUE:!

MA:

NopMaTUBHUA AOKIOMEHT:
ND:

M N015417/01-060319, N3M. 1-3

Ne cepum 6anka: 14231722
Batch No (Bulk):
Ne cepuu roToBoro npogykra: 16367022

Batch No (Finished product):

Ne cepun AQC

22126941, 22126942

(MpoussoguTenb):
Batch No API (Manufacturer):
Ne cepvn ADC: 220869028, 220869029
Batch No API:
Mpoussogutens APC: Arevipharma GmbH
APl manufacturer name:
Anpec npoussogutens A®C: Meissner Strasse 35
API| manufacturer address: 364159

01445

Radebeul

Germany
YnakoBaHHoOe Konn4ecTBo Ans 7.306,000 WIT
UMNOPTUPYIOWEN CTpaHbl [Tl
Quantity packed for importing country:
Cpok rogHocTu: CeHTa0pb 2025
Expiry date: September 2025
CpoK rogHocTu: 3TOQA
Shelf life 3 YEARS
[ara npoussoacrsa: 13 CeHTs6pb 2022
Date of manufacture: 13 September 2022

YCroBua XpaHeHus:

HE XPAHUTb NMPU TEMIN.BbILLE +25°C

[aHHbIN JOKYMEHT UMEeT 3MEeKTPOHHbIE NOLNUCHK.
This document was electronically approved, handwritten signature is not required .

Teva Operations Poland sp. Z 0.0.

Ul. Emilii Plater 53, 00-113 Warszawa; www.teva.pl

Mailing address of the Cracow factory and office: ul. Mogilska 80,31-546 Krakéw tel.: +48 12 617 80 00, fax: +48 12 411 10 47.email: krakow(@teva.pl

District Court for the Capital City of Warsaw in Warsaw, 12th Business Section of the National Court Register; Registration number: KRS 0000070048; NIP /Taxpayer ID
number/: 951-15-88-683; Regon /Statistical ID number/ 012230311: BDO 000010649 Share capital: PLN 22,220,000,00 (fully paid-up).
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Ceptudukart Ne: 80216149

Cerificate Number:

CepTucmukar cooTBeTCTBUS

Certificate of Compliance

Authorization Number/PeructpaunonHsii Ne
138/0018/15

GMP Certificate Number/Ne ceptudukata GMP
IWSC.405.13.2021.AJE. 1, WTC/0018_01_01/55
IWSF.405.50.2020.KK.1, WTC/0018_01_03/108
IWSC.405.13.2021.AJE.2, WTC/0018_01_02/56

Storage condition:

DO NOT STORE ABOVE 25°C

MpoussoauTens: ul.Mogilska 80, 31-546 Krakéw, Poland
BMS: Teva Operations Poland, Krakéw
YnakoBLyuk: ul.Mogilska 80, 31-546 Krakéw, Poland
BPS: Teva Operations Poland, Krakéw

MecTto npoBegeHus aHanmsa:
BTS:

ul.Mogilska 80, 31-546 Krakow, Poland

Teva Operations Poland, Krakéw

BbIHyCKaPOLLLMﬁ KOHTPONb Ka4vecTBa:

ul.Mogilska 80, 31-546 Krakoéw, Poland

BRS: Teva Operations Poland, Krakow
KapToHHas nauka: 70064601

Box:

donbra: 70060306

Foil:

MHCTpyKUmA no meanumHCKomy 70068153
NpYMeHeHUo:

Leaflet:

NaHHbIM noaTBEPKAAI0, YTO MHGOPMALMS, YNOMSAHYTAs Bbllle, NOANMHHAaNA U ToyHas. [laHHas
cepus npoaykTa 6blna npon3eeneHa, BKOYas NpoLecchl YNakoBKu/ MapKUPOBKM 1 KOHTPONS
Ka4yecTBa Ha BbiLLEYNOMAHYThIX NMOLaaKax 8 NOMTHOM COOTBETCTBUM C TpebosaHuamMu GMP 1
crneuuuKaLmei MMNopTUPYIOLLEl CTpaHbl. 3an1cu NPoLECCOB NPOU3BOACTBA, YNAKOBKM U
aHanusa Gbinu NPoBepPeHL! U HAXOAATCA B COOTBETCTBUMU ¢ GMP.

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling and quality control at the above mentioned site(s) in full compliance with the cGMP requirements of the
local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country. The batch
processing, packaging and analysis records were reviewed and found to be compliance with GMP.

Cepusa BbiNyLeHa 4nA peanusauunu.

The batch is released for sale.

MoATBEPXKAEHO YNONHOMOYEHHBIM NuoM: Anna Jachewicz-Jakubowicz

Approved by QP:

KpakoB, aeHb:
Krakow,on:

14.10.2022, 10:17:00

,U,aHHbIVI AOKYMeHT MMeeT INEeKTPOHHble NoAnnuCK.
This document was electronically approved, handwritten signature is not required .

Teva Operations Poland sp. Zo.0.
UL Emilii Plater 53, 00-113 Warszawa; www.teva.pl

Mailing address of the Cracow factory and office: ul. Mogilska 80,31-546 Krakow tel.: +48 12 617 80 00, fax: +48 12 411 10 47,email: krakow@teva.pl
District Court for the Capital City of Warsaw in Warsaw, 12th Business Section of the National Court Register; Registration number: KRS 0000070048; NIP /Taxpayer ID
number/: 951-15-88-683; Regon /Statistical ID number/ 012230311: BDQ 000010649 Share capital: PLN 22,220,000.00 (fully paid-up).
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teva

Ceptudmukar aHanusa
Certificate of analysis

Ceptudmkar Ne/Certificate No: 40512570

Mpogykt/Name of product. duHnencuH petaph Tabnetku
NponoHruposaHHoro gencrens, 400 mr x 50
T
FINLEPSIN TV 400MG ERT 50 RU

Koa matepuanalMaterial code: 10009736

Ne cepww/Batch number: 16367022

Ne cepun 6anka/Bulk batch number: 14231722

Koa cneundvkaumm n ctpaHbi-umnoprtepa/
Specification code & importing country: SDI11002241/19 Russia
PeructpauunoHHoe yaoctosepeHue/

Marketing Authorization Number: M NO15417/01

HopMaTueHblil AOKyMeHT/

Code of Normative Document. M NO15417/01-060319, N3M. 1-3

CpOK rogHocCTK roToBoro npoaykta /

Finish product shelf life: 3Iro0A /3 YEARS

[Harta npoussoactea/Date of manufacture: 13 CeHTabpb 2022 / 13 September 2022
Cpok rogHocTw/ Expiry date: Centabpb 2025 / September 2025

WuausnayansHas ynakoeka /Correctness of individual packaging
TabneTkun ynakoeaHel B 6nmctepsl 13 MBX/MNBOX/namMwHnpoBaHHOM anomMuHuesoi donery, no 10 TaBneTok B kaxabIn 6auctep u
no 5 6nuctepor (50 WT) ¢ MHCTPYKUMEN NO NPUMEHEHMIO B KAPTOHHYIO NaYKy C KOHTPONEeM NEPBOro BCKPLITUS.
Tablets are packed in blisters made of white, opaque PVC/PVDC//Parchment/Al foil, 10 tablets in each blister and next 5 blisters
(50 pieces) into printed carton box with a leaflet.
Pesynbtat/Result:
CooteeTcTByeT/Satisfactory
KommeHnTapuit/Comment: exp 09.2025 ver. by M.Pogoda

MNpaBunbHOCTL MHANBUAYANLHON ynakoBku /Correctness of individual packaging
Mapkupoeka cpeacteamu uaeHtucbukaumu (Ul).
Presence of Unique Product Identifier (Ul)
Pesynbtat/Result:
CooTeetcTByet/Satisfactory

MpasunbHOCTL MHAMBUAYANLHONW ynakoBku /Correctness of individual packaging
Hanuuue ycTpolicTBa 3alumThl OT HECAHKLMOHMPOBAHHOro aocTyna (ATD)- kneeHas nadka.

Presence of Anti-Tampering Device (ATD)- glued box.
Pesynbtat/Result:
CootBetcTByeT/Salisfactory

JaHHbIM noaTBEepXAal0, YTo UHOPMALIMS, YNOMSIHYTas Bbile, ayTeHTUYHAs U TouHas. JaHHas cepus npoaykTa bbina
npoaHanu3upoBaHa B NOMHOM COOTBETCTBUMN ¢ TpeGoBaHuaMU GMP 1 3aperncTpUpoBaHHOI cneurdmkaLmMel MMNOPTUPYIOLEl
cTpaHbl. PesynbTaThl aHaNM3oB COOTBETCTBYIOT 3apEerncTprpoBaHHON cneumdmkaLm.

I hereby certify that above mentioned information is authentic and accurate. This batch of product has been tested in full
compliance with the cGMP requirements of the local Regulatory Authority and with the registered specification of the importing
country. The testing results were reviewed and found to be in compliance with the registered specification.

Teva Operations Poland sp. z 0.0.

ul. Emilii Plater 53, 00-113 Warszawa; www.teva.pl

Mailing address of the Cracow factory and office: ul. Mogilska 80, 31-546 Krakdw tel.: +48 12 617 80 00, fax: +48 12 411 10 47,email: krakow@teva.pl

District Court for the Capital City of Warsaw in Warsaw, 12th Business Section of the National Court Register;Registration number: KRS 0000070048; NIP /Taxpayer ID
number/: 951-15-88-683; Regon /Statistical ID number/ 012230311: BDO 000010649: Share capital: PLN 22,220,000.00 (fully paid-up).
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Cepruchukat Ne/Certificate No: 40512570

teva

Ceptudmkat aHanusa
Certificate of analysis

OpobpeHo/Approved by: Agnieszka Samsonowska
KpakoB, garta, spemsa/Krakéw, on: 10.10.2022, 13:38:41

[aHHbIA AOKYMEHT UMEET SNEKTPOHHLIE NOAMUCH.
This document was electronically approved, handwritten signature is not required.

Teva Operations Poland sp. z 0.0.

ul. Emilii Plater 53, 00-113 Warszawa; www.teva.pl

Mailing address of the Cracow factory and office: ul. Mogilska 80, 31-546 Krakéw tel.: +48 12 617 80 00, fax: +48 12 411 10 47,email: krakow@teva.ol

District Court for the Capital City of Warsaw in Warsaw, 12th Business Section of the National Court Register;Registration number: KRS 0000070048; NIP /Taxpayer ID
number/: 951-15-88-683; Regon /Statistical ID number/ 012230311: BDO 000010649 Share capital: PLN 22,220,000.00 (fully paid-up).
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teva

CeptudukaTt aHanmsa
Certificate of analysis

Ceptudhukar Ne/Certificate No: 40511705

Mpoaykr/Name of product: PUHNENCUH peTapa TabneTku
NpPONOHrMpoBaHHOro Aeictena, 400 mr, BANK

Kog matepuanal/Material code: 80012432

Ne cepun 6anka/Bulk batch number: 14231722

Kog cneumndmnkaumm n ctpaHbl-umnoptepa/ .
Specification code & importing country: SDIl002241/19
PeructpauuoHHoe ygoctoBepeHue/

Marketing Authorization Number: M N015417/01

HopmaTusHbi AOoKyMeHT/

Code of Normative Document: M N015417/01-060319, U3M. 1-3

Cpok rogHoCT) roTOBOrO Npoaykra /

Finish product shelf life: 3rofgA/3YEARS

[Jata npouseonctea/Date of manufacture; 13 CeHtabpb 2022 / 13 September 2022
Cpok rogHocTu/Expiry date: CeHtabpb 2023 / September 2023

OnucaHnwe /General requirements
Ot 6enoro Ao XenToBaToro upeTa, oKpyrible nrockue Tabnetkn B (hoopme NucTa knesepa co CKOLWEHHLIMU KpasMi, ¢
KpecTooOpasHbIMKU NMHNAMU pasnoMa Ha obenx cTopoHax 1 4-ms 3apybkamiu Ha GOKOBOI NOBEPXHOCTH, € rMaJKoK NOBEPXHOCTHIO,
HENOBPEXAEHHLIMU KpasiMu U OAHOPOAHLIM BHELUHUM BUAOM
White to yellowish, round, flat, cloverleaf shaped tablets with bevelled edge, double-sided cross break mark, 4 notches on the band,
with smooth surfaces, undamaged edges and uniform appearance.
PesynbTat/Result:
CootseTcTeyeT/Satisfactory
KommeHnTapuit/Comment: veryfied by rdyba

NopgnunHoCTb KapGamasenuHa - BOXX /ldentification of carbamazepine - HPLC
Bpema yaep:xuBaHUA OCHOBHOTO NUKa Ha XpoOMaTorpamMme UCrbITYeMoro pactTeopa AOSKHO COOTBETCTBOBATL BPEMEHN
yaepxusaHua nuka kapbamasenvHa Ha xpomaTorpaMme cTaHJapTHOro pacteopa
Corresponds to the standard Pesynbtat/Result:
CoorteeTcTBYeT/Satisfactory

MoanuHHoCTbL KapGamaszenuHa — Y®-cnektpodotomeTpus /ldentification of carbamazepine - UV
Y®-Cnektp NornoLeHns UCMbITYEeMOro pactsopa, nonyvyeHHoro yepes 210 MUH pacTeopeHus, B obnactu ot 260 go 320 Hm,
AOMKEH UMETL MaKCUMYM MOFMOLLIEHUSt NPW TOW e ANWHE BOSHbI, YTO 1 Y®d-cnekTp cTaHAapTHOro pacteopa kapGamasenuHa
Corresponds to the standard Pesynbtat/Result:
CooteeTcTBYeT/Satisfactory

CpenHsaa macca Tabnetku (600,0 £ 2%) /Average mass of tablets (600,0 mg +/-2%)
He meHee: 588.0 mr He Gonee: 612.0 mr
Lower limit:  588.0 mg Upper limit: ~ 612.0 mg Pesynbtat/Result:
601.5 mr/ 601.5 mg

OTKroHeHus oT cpeaHei macckl [Uniformity of tablets weight

He Bonee yem 2 oTrMuaeTca OT cpegHelt macchl Gonee YeM Ha 5 % 1 HY ogHol He oTnu4aeTcs Bonee Yem Ha 10 %

Not more than 2 individual weights deviate from average weight by more than 5% and none deviates more than 10%
Pesynbtat/Result:
CootseTcTByeT/Satisfactory

KommeHTtapuit/Comment: L.=593.1;H=609.0

Teva Operations Poland sp. z 0.0.

ul. Emilij Plater 53, 00-113 Warszawa; www.teva.pl

Mailing address of the Cracow factory and office: ul. Mogilska 80, 31-546 Krak6w tel.: +48 12 617 80 00, fax: +48 12 411 10 47,email: krakow@teva.pl

District Court for the Capital City of Warsaw in Warsaw, 12th Business Section of the National Court Register;Registration number: KRS 0000070048; NIP /Taxpayer ID
number/: 951-15-88-683; Regon /Statistical D number/ (12230311: BDO 000010649: Share capital: PLN 22,220,000.00 (fully paid-up).
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Ceptudbukat Ne/Certificate No: 40511705
teva

Ceptudomkar aHanusa
Certificate of analysis

Pactsopenue (Ph. Eur. unn o PO, cnektpocdhotomeTpusi) Hepes 15 MuHyT: 10-30% oT 3asisneHHoro Konu4yecrsa
kap6amasenuHa /Dissolution of active substance - Level | (for 6 tablets) After 15 minutes for each tablet: 10-30% of
declared content
COrnacHo cneuuchrKkaumm
according to specification PesynbTtat/Result:
CootseTcTByeT/Satisfactory
KommeHTapwil/Comment; 18;18;15;13;18;11;A=15

Pacteopexue (Ph. Eur. unn e PO, cnektpodotometpus) Yepes 90 munyT: 45 -65% OT 3aABNEHHOro Konn4yecTsa
kapGamasenuna /Dissolution of active substance - Level I (for 6 tablets) After 90 minutes for each tablet: 45-65% of
declared content
cornacHo cneuucukaumn
according to specification Pesynbtat/Result:
CooteetcTeyet/Satisfactory
KommeHTapwuit/Comment: 54;55;54;51;565,51,A=53

Pactesopenue (Ph. Eur. unu M® P®, cnekrpocboTomeTpun) Yepes 210 MUHYT: He meHee 70 % OT 3aABNEHHOro KONIMYecTBa
kap6amasenuHa /Dissolution of active substance - Level | (for 6 tablets) After 210 minutes for each tablet: not less 70% of
declared content
cornacHo cneuuduKkaummn
according to specification Pesynetat/Result:
CooteetcTByet/Satisfactory
KommeHTapuit/Comment: 82;82;81;81;83;81;A=82

PopcTBeHHbIe npumMeck (B3XKX) - Kap6amasenuHa anokcup /Chromatographic purity (HPLC): - Carbamazepine epoxide
He Gonee: 02%
Upper limit: 0.2% Pesynbtat/Result:
00%/0.0%
KommenTapwuin/Comment: ND

PoactBeHHbIe npumeck (BIXKX) - AkpugoH /Chromatographic purity (HPLC): - Acridone
He 6onee: 02%
Upper limit: 0.2% PesynbTat/Result:
00%/0.0%
KommeHTapuin/Comment: ND

PoacTtBeHHLIe npumecu (BIXKX) - Akpuaus /Chromatographic purity (HPLC): - Acridine
He 6onee: 0.2%
Upper limit: 0.2% Peaynbtat/Result:
00%/00%
KommenTtapuit/Comment: ND

PopcreeHHLIe npumeck (BIXKX) - 9-meTunakpnaud /Chromatographic purity (HPLC): - 9-methylacridine
He Gonee: 0.2 %
Upper limit: 02% Pesynwtat/Result:
0.0%/00%
KommeHTapui/Comment: ND

Teva Operations Poland sp. z 0.0.

ul. Emilii Plater 53, 00-113 Warszawa; www.teva.pl

Mailing address of the Cracow factory and office: ul. Mogilska 80, 31-546 Krakow tel.: +48 12 617 80 00, fax: +48 12 411 10 47,email: krakow@teva.pl

District Court for the Capital City of Warsaw in Warsaw, 12th Business Section of the National Court Register;Registration number: KRS 0000070048; NIP /Taxpayer 1D
number/: 951-15-88-683; Regon /Statistical ID number/ 012230311: BDO 000010649: Share capital: PLN 22,220,000.00 (fully paid-up).
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Ceptudomkat Ne/Certificate No: 40511705

teva

Ceptucpukar aHanusa
Certificate of analysis

PopcTeeHHbie npumeck (BOXKX) - UmuHocTunb6eH [Chromatographic purity (HPLC): - Iminostilben
He Gonee: 0.2%
Upper limit: 02% PesyneTat/Resulf:
00%/0.0%

KommeHnTapuit/Comment: <LOQ

PoacteeHHele npumecy (BOXKX) - egunnyHas HenpeHTudpnumposanHas npumecs /Chromatographic purity (HPLC): -
single unknown impurity
He Gonee: 0.2%
Upper limit: 0.2% PeaynbeTtat/Result:
0.0%/00%
KommenTapuit/Comment: 0.02

PoacteeHHbie npuMeck (BIXKX) - cymma HeuaeHTUdMLMpOBaHHbIX npumeceit [Chromatographic purity (HPLC): - Total
unknown impurities
He 6onee: 05%
Upper limit: 0.5% Pesynbrat/Result:
00%/00%
Kommentapuit/Comment: 0.02

PopctBeHHble npumecu (BAXKX) - cymma Beex npumeceit /Chromatographic purity (HPLC): - total known and unknown
impurities

He Bonee: 05%

Upper limit: 05% Pesynetat/Result:

00%/00%
KommeHnTapui/Comment: 0.02
KonuuectseHHoe onpefeneHue kap6amaszenuHa B ogHol Tabnetke (BIXX) /Assay of carbamazepine in 1 tablet
He meHee: 380.0 mr He bonee: 420.0 mr
Lower limit:  380.0 mg Upper limit:  420.0 mg Pesynbtat/Result:
399.1 mr/ 399.1 mg

KonuuecTBeHHOE onpegeneHune kapbamasenuHa /Assay of carbamazepine (in % of declared
He meHee: 95.0 % He 6onee: 105.0 %
Lower limit: 95.0 % Upper limit:  105.0 % Pesynetat/Result:
99.8%/99.8%
KommenTtapuii/Comment: gLIR2409451

JaHHbIM noaTBEPXAl0, UTO MHCOPMAaLIUA, YIIOMSAHYTan BbIlle, ayTeHTUYHaa U TouHas. [adHasn cepusi npoaykTa bbina
NpoaHann3upoBaHa B NOMHOM COOTBETCTBUM ¢ TpeGoBaHuaMn GMP 1 3aperncTpupoBaHHoOi cneumrcbnkaLmuen MMNOPTUPYIOLLER
cTpaHbl. PesynbTaTh! aHannsoB COOTBETCTBYIOT 3aperncTpupoBaHHoi cneundunkaumm.

| hereby certify that above mentioned information is authentic and accurate. This batch of product has been tested in full
compliance with the cGMP requirements of the local Regulatory Authority and with the registered specification of the importing
country. The testing results were reviewed and found to be in compliance with the registered specification.

Teva Operations Poland sp. z 0.0.

ul. Emilii Plater 53, 00-113 Warszawa; www.teva.pl

Mailing address of the Cracow factory and office: ul. Mogilska 80, 31-546 Krakéw tel.: +48 12 617 80 00, fax: +48 12 411 10 47,email: krakow@teva.pl

District Court for the Capital City of Warsaw in Warsaw, 12th Business Section of the National Court Register;Registration number: KRS 0000070048; NIP /Taxpayer ID
number/: 951-15-88-683; Regon /Statistical ID number/ 012230311: BDO 000010649: Share capital: PLN 22,220,000.00 (fully paid-up).
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Ceptudmkar Ne/Certificate No: 40511705

Ceptudmkar aHanusa
Certificate of analysis

OpobpeHo/Approved by: Tomasz Jaros
Kpakoe, pata, spems/Krakow, on: 12.10.2022, 11:24:58

[laHHbli AOKYMEHT UMEET 3NEKTPOHHBLIE NOANUCH.
This document was electronically approved, handwritten signature is not required.

Teva Operations Poland sp. z 0.0.

ul. Emilii Plater 53, 00-113 Warszawa; www.teva.pl

Mailing address of the Cracow factory and office: ul. Mogilska 80, 31-546 Krakéw tel.: +48 12 617 80 00, fax: +48 12 411 10 47,email: krakow@teva.pl

District Court for the Capital City of Warsaw in Warsaw, 12th Business Section of the National Court Register;Registration number: KRS 0000070048; NIP /Taxpayer ID
number/: 951-15-88-683; Regon /Statistical ID number/ 012230311: BDO 000010649 Share capital: PLN 22,220,000.00 (fully paid-up).
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